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certification and must cease its cur-
rent certification operations under the 
permanent certification program. 

(3) A certification body that has had 
its ONC–ACB has its status revoked for 
a Type-1 violation, is not permitted to 
reapply for ONC–ACB status under the 
permanent certification program for a 
period of 1 year. 

(4) The failure of a certification body 
that has had its ONC–ACB status re-
voked to promptly refund any and all 
fees for certifications of Complete 
EHRs and EHR Module(s) not com-
pleted will be considered a violation of 
the Principles of Proper Conduct for 
ONC–ACBs and will be taken into ac-
count by the National Coordinator if 
the certification body reapplies for 
ONC–ACB status under the permanent 
certification program. 

§ 170.570 Effect of revocation on the 
certifications issued to Complete 
EHRs and EHR Module(s). 

(a) The certified status of Complete 
EHRs and/or EHR Module(s) certified 
by an ONC–ACB that had its status re-
voked will remain intact unless a 
Type-1 violation was committed that 
calls into question the legitimacy of 
the certifications issued by the former 
ONC–ACB. 

(b) If the National Coordinator deter-
mines that a Type-1 violation occurred 
that called into question the legit-
imacy of certifications conducted by 
the former ONC–ACB, then the Na-
tional Coordinator would: 

(1) Review the facts surrounding the 
revocation of the ONC–ACB’s status; 
and 

(2) Publish a notice on ONC’s Web 
site if the National Coordinator be-
lieves that Complete EHRs and/or EHR 
Module(s) were improperly certified by 
the former ONC–ACB. 

(c) If the National Coordinator deter-
mines that Complete EHRs and/or EHR 
Module(s) were improperly certified, 
the certification status of affected 
Complete EHRs and/or EHR Module(s) 
would only remain intact for 120 days 
after the National Coordinator pub-
lishes the notice. The certification sta-

tus of affected Complete EHRs and/or 
EHR Module(s) can only be maintained 
thereafter by being re-certified by an 
ONC–ACB in good standing. 

§ 170.599 Incorporation by reference. 

(a) Certain material is incorporated 
by reference into this subpart with the 
approval of the Director of the Federal 
Register under 5 U.S.C. 552(a) and 1 
CFR part 51. To enforce any edition 
other than that specified in this sec-
tion, the Department of Health and 
Human Services must publish notice of 
change in the FEDERAL REGISTER and 
the material must be available to the 
public. All approved material is avail-
able for inspection at the National Ar-
chives and Records Administration 
(NARA). For information on the avail-
ability of this material at NARA, call 
202–741–6030 or go to http:// 
www.archives.gov/federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. Also, it is available 
for inspection at U.S. Department of 
Health and Human Services, Office of 
the National Coordinator for Health In-
formation Technology, Hubert H. Hum-
phrey Building, Suite 729D, 200 Inde-
pendence Ave., SW., Washington, DC 
20201, call ahead to arrange for inspec-
tion at 202–690–7151, and is available 
from the source listed below. 

(b) International Organization for 
Standardization, Case postale 56, 
CH·1211, Geneve 20, Switzerland, tele-
phone +41–22–749–01–11, http:// 
www.iso.org. 

(1) ISO/IEC 17011:2004 Conformity As-
sessment—General Requirements for 
Accreditation Bodies Accrediting Con-
formity Assessment Bodies (Corrected 
Version), February 15, 2005, IBR ap-
proved for § 170.503. 

(2) ISO/IEC GUIDE 65:1996—General 
Requirements for Bodies Operating 
Product Certification Systems (First 
Edition), 1996, IBR approved for 
§ 170.503. 

(3) [Reserved] 
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